Regulatory Procedures Manual - April 2013 Chapter 9 Import Operations and Actions

EXHIBIT 9-6
NOTICE OF FDA ACTION

The attached exhibit of Notice of FDA Action is a model and should not be considered all
inclusive. The format and wording in the actual Notice of FDA Action issued by districts from
the Operational and Administrative System for Import Support (OASIS) may appear different.

EXAMPLE
United States Food and Drug Administration
Los Angeles District Office
Notice of FDA Action
Entry Number: 112-9861457-6
Notice Number: 2
November 6, 1996
Filer:
FBN Freight Services Attention: George
500 Canal St.
New Orleans LA 70130

e Port of Entry: 2704, Los Angeles,
Carrier: NOL RUBY
Entry Date: November 2, 1996

Arrival Date: November 4, 1996

e Importer of Record: Shipley's Donut Shop Inc., Lafayette, LA

e Consignee: a: Shipley's Donut Shop Inc., Lafayette, LA

e b: Specialty Commodities Inc. Fargo, ND

HOLD DESIGNATED
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Documents Required and Notify FDA of Availability

Summary of Current Status of Individual Lines

@ LINE

ACS/EDA Product Description Quantity Current Status

*a 001/001 PINEAPPLE, DEHYDRATED 500 CT RELEASED 11-6- 96
@ LINE

ACS/EDA Product Description Quantity Current Status

*a 002/001 DEHYDRATED GINGER SLICES 10 KG Product Collected by FDA11-06-96
@ LINE

ACS/EDA Product Description Quantity Current Status

* b 003/001 PAPAYA, DEHYDRATED 10 KG Detained 11-06- 96

* Status change since the previous notice. Read carefully the sections which follow for important
information regarding these lines.

e @ Consigneeid

FDA will not request redelivery for examination or sampling, if the products not released by FDA
are moved, following USCS conditional release to a location within the local metropolitan area
or to a location approved by the FDA office at the number below.

All products in this entry not listed above may proceed without FDA examination. This notice
does not constitute assurance the products involved comply with provisions of the Food, Drug,
and Cosmetic Act or other related acts, and does not preclude action should the products later
be found violative.

Please provide documentation concerning all products in this entry to the FDA office below.
Include the USCS document (e.g. CBP-3461 or CBP-7501) and commercial invoice for these
products, annotated to show the ACS/FDA line numbers sent electronically.

Also, advise FDA upon actual availability, and include date, location, and warehouse control
number, where applicable, for all lines in this entry.

« Jennifer A Thomas, Inspector
U.S. Food & Drug Administration
(213) 555-1212
2nd and Chestnut Streets (HFR-MA100)
Philadelphia, PA 19106

DETENTION WITHOUT EXAMINATION
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The following products are subject to refusal pursuant to the Federal Food Drug and Cosmetic
Act (FD&CA), Public Health Service Act (PHSA), or other related acts in that they appear to be
adulterated, misbranded or otherwise in violation as indicated below:

LINE

ACS/FDA Product Description Respond By

003/001 Product: PAPAYA, DEHYDRATED November 26, 1996
FD&CA Section 402(a)(1), 801(a)(3); ADULTERATION

The article appears to be held in a container containing a poisonous or deleterious substance
which may render it injurious to health.

FD&CA Section 402(a)(2)(B), 801(a)(3); ADULTERATION

The article appears to be a raw agricultural commodity that bears or contains a pesticide
chemical which is unsafe within the meaning of Section 408(a). The article appears to contain
quinalphos.

You have the right to provide oral or written testimony, to the Food & Drug Administration,
regarding the admissibility of the article(s) or the manner in which the article(s) can be brought
into compliance. This testimony must be provided to FDA on or before the dates shown above.

SAMPLES COLLECTED

LINE
ACS/FDA Product Description Est. Cost

001/001 PINEAPPLE, DEHYDRATED $ 15.00
e« Sample: 10 KG Collected 1 KG from each of 10 cartons
LINE

ACS/EDA Product Description Est. Cost
002/001 DEHYDRATED GINGER SLICES $ .23

o Sample: .1 KG Collected approximately 4 ounces from one carton.

LINES RELEASED

LINE

ACS/EDA Product Description

001/001 PINEAPPLE, DEHYDRATED

These products are released. This notice does not constitute assurance that the product
released complies with all provisions of the Food, Drug, and Cosmetic Act, or other related
Acts, and does not preclude action should the product later be found violative.
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Notice Prepared by: Thomas J DiNunzio (QA5)
U.S. Food & Drug Administration
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